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PEERRS is a web-based instruction and certification
program for members of the University community
engaged in or associated with research. All UM
faculty, staff and students are invited to use the
modules and certification tests to improve their
knowledge and awareness of responsible research
practices

Modules | Instructions | Certification Requirements
PEERRS Description (PDF download)

Your PEERRS Cettific: NS (requires UM unigname and password, or Friends account)
View certified individuals by individual unigname or as list for entire school/college.
(requires UM unigname and password)

PEERRS Certification requirements [Effective June 1, 2005]

« Faculty members who are Principal I s (Pls)or C i S
(Co-lIs) on sponsored projects (including competing renewals) at the UM, must
be certified in the PEERRS system before spending on newly established
sponsored research projects will be authorized. Applicable projects are those
with an effective start date of June 1, 2005 or later. Additional certification
requirements may be indicated, depending on what types of research you are involved in. When
you fill out the profile at the beginning of PEERRS, it is impertant to indicate all your research
roles and involvement so that the list of modules recommended for you is complete.
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Welcome to PEERRS, the University of Michigan's Program for Education and Evaluation in Responsible

Research and Scholarship

PEERRS consists of educational modules and short tests covering basic rules, procedures and professional norms for the
responsible conduct of research by anyone involved in research and scholarship at the University of Michigan. Some aggregate
statistics of the use of PEERRS will be collected to help evaluate and improve the system.

THE FIRST TIME YOU WORK WITH PEERRS you will be directed to create your profile in the system and asked to complete a short

Pre-test on research ethics. The program offerings are tail

red to meet your needs, and your recommended curriculum will be

determined by your profile based on your responses fo the initial survey. Your responses to the Pre-test will be used in the aggregate

only.

=3>Start PEERRS

@ PEERRS Overview and FAQ's

Copyright ® 2004 The Regents of the
University of Michigan

Need more help? Contact us by email:
PEERRS at umich.edu

Logged in?
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By using this service

you agree to adhere to UM computing poli

s and guidelines.

Please type your login and password and click the "Login” button to continue.

login:
password:

——

Log

Please type your login and password and click the Login button to continue

Need A Login Name?

= Faculty, Staff, and Students
All UM students, faculty, and staff should have a

unigname.
= Alumni

UM Alumni are eligible to create an account.

= Friend

Forget Your Password?

= Retrieve your hint
If you've left yourself a hint you can use it to remind

yourself of your password.

® Reset your Friend pa:
If you have a Friend account (not a UM unigname), you

ord

can reset the password online.

Create a 'Friend' account if you are nat otherwise

affiliated with the University.
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log out and sign in with your own unigname and password in order to receive credit for your work.)

Y

Send us your feedback

Accepted practices | Research practices that are generally recoanized as appropriate for and used

What is PEERRS?

‘Suggest a glossary term. PEERRS Frequently Asked Questions What would you like to do?
Browse th catsgais offequently asked questons t i help. I you dort fndan answer to  Shere youropiion £ hskaqueston
0-9 your question, please contact us at “peerrs” at "umich.edu’
on ooy . . ¢ cvest A though the st of al © Report a technical problem ¢ Other... Please specify:
21CFR Tite 21 of the Code of Federal Regulations (GFR) contalns the Food and Drug Croose s categorytojump . specifc group ofcuestors o sl hough the it of o
Administration”s (FDA) regulations on good clinical practice and clinical trials. Your message:
“The reguiations adress topics such as investgational drugs and devices,
financlal disclosures, and IRBs, among others. (See CATEGORIES:
htpww i govioclgepreguiations. i
a goviociacprte ) [About PEERRS | Geting Started | Certification
45CFR 45 Tite 45, Part 46 of the Code of Federal Regulatons, s the basic Department o ol
vigat Vi Guestion ot i . .
of Haatih anc Human Sarioss [DHIS] Polcy for Protecio of mumman e R oo omutan [ Your Email Address: ietrskg@umich-eca
Research Subjects. Part A of 45 CFR 46 Is also known as the "Federal Policy Ending Your PEERRS. —
for the Protection of Human Subjects” or the “Common Rule,” because it s Usefu Features ls@m\ Mooy |ErIn You PEERRS @ Response Requested € No Response Necessary
accepted by 15 federal agencies. The University of Michigan poicies on Sessicn
Human Subjects are based on these regulations. (See .). Submit Cancel
QUESTIONS:
A About PEERRS: ~top

ERSITY MICHIGAN

Module Subroutine

You are about to logout of all weblogin applications. Are you sure you want to do

Logout

 After logout your browser will redirect tos https//my.research.umich.edu/peerrs/

r update your personal settings and the My Certifications link to view a record of the modules you have completed.

Module ;‘ng%g] Certified Through
Required Foundations{of Good Research Practice Start module Return to module Take test 29 -
Required Research Administration Start module Return to module Take test 28 -
Required Conflict of Inferest Start module Return to module Take test 23 -
Required Human Subjpcts - Biomedical Sciences Start module Return to module Take test 24 -
Required Human Subjpects - Behavioral Science Start module Return to module Take test 24 -
Required Animal Subjgcts Start modyle Return to module Take test 21 -
Recommendel Human Subjpcts - Health Sciences Start modfle Return to module Take test s— 25 -
‘Optional Authorship, Fublication and Peer Review Start module Return to module Take test 19 -

My Page | | My Profile
Record of Completed PEERRS Modules

The person named below has completed the following online modules in the University of Michigan's Responsible Conduct of Research
training pregram, known as PEERRS (Pregram for Education and Evaluation in Respensible Research and Scholarship).

The certifications were obtained by passing a test associated with each module. The certifications are valid through the dates shown.

Pietrek Glowacki

UM Unigname: pietrekg (use this value to lockup or request certification verification)

UM 1D: 16278351
Date: Jan 23, 2006

& Print a copy of this page) (E-mail a copy of this page)

Y

} E-mail My PEERRS Certifications
| To:

Cc: | pietrekg@umich.edu
Message:

| send transcript

To verify this certification, logen to the PEERRS certified users report.

If you have no certifications, select "My Page" above to view your curriculum — OR, if this is your first visit to PEERRS, complete a user

profile to determine your curriculum.

Non-UM personnel can request verification of the above certfications by contacting peerrs@umich.edu.

Priority Module Certified Throu
Required Foundations of Good Research Practice -
Required Research Administration -
Required Conflict of Interest -
Required Human Subjects - Biomedical Sciences -
Required Human Subjects - Behavicral Science -
Required Animal Subjects -
Recommended Human Subjects - Health Sciences -

|

1 Pietrek Glowacki
UMID: 16278351

| Date: Jan 23, 2006

| Record of PEERRS Certifications:

Priority Hodule

Certified Through
|

Required Foundations of Good Research Practice -

Required Research Administration -

| Required Conflict of Interest -

| Required Human Subjects - Biomedical Sciences -

Required Human Subjects - Behavioral Science -

Required Animal Subjects -
Recommended Human Subjects - Health Sciences -

Optional Authorship, Publication and Peer Review -
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Create Your Profile

Welcome Pietrek Glowacki. (If you are not Pietrek Glowacki, log out and sign in with your unigname and password.)

Your response to the following three questions will be used to generate a tailored curriculum. Please check those items that match
your present research responsibilities. You should update this form anytime your research role changes.

1. Select the School(s), College(s), or Unit(s) that best encompass your research involvement. CHOOSE ALL THAT APPLY.

I” Architecture & Urban

Planning I” Library I~ Public Policy

I~ Art& Design r Lite Sciencesv Institute r vRack‘nam Graduate School (includes IHA and
) [ Business r Lllervalure‘ Science, and the Arts Chlldrep 's Center)

I~ Dentistry I~ Medical School I” Social Work

" Education I~ Music r University Hospital, Health Centers, MCare

I~ Engineering I~ Natural Resources & Environment, | I~ University Housing

I Information, School of Schooliof I” UM-Dearborn

I~ Institute for Social I” Nursing School I” UM-Flint

Research (ISR) I~ OVPR and its units I~ 1am not a University of Michigan student, staff or

I~ Kinesiology I” Pharmacy faculty member

I Law I~ Public Health roTHER[

my page
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2. Select your role(s) in research? CHOOSE ALL THAT APPLY.

Continue

Faculty

Research StaffResearch Administrator Student

I™ Faculty (tenured or tenure track)
I Faculty, Clinical
I” Faculty, Adjunct

I Research Scientist Track
I Research Professor Track
I Visiting Scholar/Researcher
) ™ Lecturer

I~ Research Administrator (work in an office
setting, not alab)

support to research)

I” Undergraduate student

I Student pursuing MD, JD, MBA,
I~ Academic Administrator (general administrative | or other professional degree

I~ Librarian duties, not specifically supporting research)
™ Research Staff (provide technical and other I” PostDoctoral Fellow

I Graduate student

my page

I None of the above apply to my research, i ion or job

L N\ IIEY

My Page | My Certifications |

M|
>
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I I'am a student supported by a "training grant".

I 1 work in an area where vertebrate animals are used, but | don't work with vertebrate animals directly.

I I help to administer sponsared projects and other research or scholarly activities.

o |
>
=

Please confirm the accuracy of the following information at the bottom of this page to continue:

Name: Pistrek Glowacki
UM ID: 16278351 &b print Profile
Based on your answers to the PEERRS survey, your profile is set as follows:

1. School(s), College(s), or Unit(s) that best encompass your research involvement. (modify)

Continue

3. Select the statements that apply to your work at the University of Michigan. CHOOSE
ALL THAT APPLY.

I I'am a Principal Investigator (Pl) or Co-Investigator (Co-l) on a Sponsored Project at the University of Michigan.
I Iam involved in BIOMEDICAL research with Human Volunteers or with tissue or data linked to identifiable living persons.
I~ 1aminvolved in HEALTH SCIENCES research with Human Volunteers or with tissue or data linked to identifiable living persons.

I Iam involved in BEHAVIORAL SCIENCES research with Human Volunteers or with data linked to identifiable living persons.

I | work with vertebrate animals, either as a researcher or in their care and feeding.

at the University of Michigan.

Use this page to confirm or edit your responses to the survey on your role in research. These responses are used to determine your recommended curriculum

Copyright © 2004 The Regents of the University of Michigan

A

+ Dentistry
« Megical School
+ Nursing School
+ Social Work

2. Your research role(s) (madify)

+ Faoulty (tenured or tenure track)

2. Slatements hat apoly 1o vour work atdhe UM (modiy)

« 1ama Principal Investigator (PY) or Go-Investigator (Go-l) on a Sponsored Project atthe University of Michigan.
+ 1aminvolved in BEHAVIORAL SGIENGES research with Human Volunteers or with data linked to identifiable living persons.
« laminvolved in BIOMEDICAL research with Human Volunteers or with tissue or data linked to identifiable living persons.

« | Work with vertebrate animals, either as a fesearcher of in their care and feeding.

Make changes to my profile

This is correct, proceed
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peerrs testing

Human Subjects Research - Health Sciences

Which of the following is NOT the of the principal

(P1) of a study?

Welcome, Pietrek Glowacki.

A © Ensuring that all assaciates, colleagues and employees assisting in the conduct of the study are informed about their obligations and trained to carry out their
~ duties.

B @ Ensuring that the requirements for obtaining informed consent and for obtaining 1RB review are met.

C o Ensuring that all of the apprapriate assurances regarding human subjects protections are on file and up-to-date with the federal Office of Human Research

Protections.

D © Maintaining adequate and accurate records and making those records available for inspection by the IRB.
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nest

[ Help | Turn in quiz | Start over | Exit test ]

UM Lessans uses both cookies and JavaScrit.
Us if you are encountering difficulties

Please con

UM Lessans - 2K/DR10 © 1
Note: UM.Lessans is sameti

7-2006, Regents of the Univer
unavaisble for maintena

peerrs testing

Human Subjects Research - Health Sciences

As defined in the Belmont Report, the ethical principle of “justice” relates to the general rule:
A O The burdens and benefits of research should be shared equally.

B @ Obtain consent from subjects

C O Local courts have ultimate jurisdiction over research.

D O Maximize possible benefits and minimize potential risks.

Welcome, Pietrek Glowacki.

G'M[IJS]'Q

previous next

[ Help | Turn in quiz | Start over | Exit test ]

UM.Lessans uses both c

1 of 24

Kies and JavaScript
Please contact us i you are encountering d

UM Lessons - 2K/DR10 © 1
Note: UM.Lessans is sometime:
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Human Subjects Research - Health Sciences

If a consent form changes during a study, the new consent is used:

A O For all new subjects and, if the IRB decides, all subjects currently in the study.

Ities.

ty of Mi
naa:

B O Only for subjects still in the treatment part of the protacol (if treatment is part of the intervention).

C @ Only if the risk to subjects increases.

D © Only for subjects enrolied after the new consent date.

Welcome, Pietrek Glowacki.
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previous nest

[ Helo | Turn in quiz | Start over | Exit test ]

UM Lessons uses both cookies and JavaScript
Please contact us

UM.Lessons - 2K/DR1D ©
Note: UM,

7-2008, Reger

peerrs testing

Human Subjects Research - Health Sciences

When assessing the risk/benefit relationship of a potential research study, the IRB must consider:

A O Only the risks and benefits that are considered significant by the PL.

< i you are encountering difficulties

Welcome, Pietrek Glowacki.

B o Only the risks and benefits to the subjects that may result directly from the research, not including those that the subjects and others would have encountered

~ even if they had not participated in the research.

C O All the risks and benefits inherent in the research project for society in general.

D @ only the risks and benefits seen in earlier studies with the drug or medical device under study (if applicable).

<:|r[mjex[4/5]r':>
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[ Help | Turn in quiz | Start over | Exit test ]

UM.Lessans uses both c
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Human Subjects Research - Health Sciences

kies and Javascript
lties.

Welcome, Pietrek Glowacki.

Which one of the following research projects DOES NOT qualify as human subjects research and therefore is not covered by federal and University regulations?

A ® Questionnaire survey of mothers who brought their children to a pediatric urgent care clinic.

B O Study of the effectiveness of a group therapy sessions intended to treat anti-social behavior among prisoners.

(C O Study of the effectiveness of a new h test

to students in urban and suburban school districts to measure math proficiency.

D © Study of traffic deaths by state, comparing age of driver, time of day and type of vehicle involved based on U.S. Department of Transpartation statistics

<0 -1ndex15/51- E3>

previous submit

[ Helo | Turn in quiz | Start over | Exit test ]

UM Lessons uses both cookies and JavaScript
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Human Subjects Research - Health Sciences

STOP!

Welcome, Pietrek Glowacki.

You're about to submit your score; if you continue, you will not be able to change any answers, and this score will be final.

“Submic ) your work, of use the index to check your wark.

age 1 - P & IRB

Page 2 - Belmant Principles
Page 3 - Informed Consent
age 4 - Special Topic:

age 5 - Which one of the following research proj...

|

DO NOT use the back/forward buttons of your browser. Your selection will not be sent to UM Lessans

UM Lessons uses both cookies and JavaScript
Please contact u

UM.Lessons - 2K/DR1D € 1
Note:

M Lessor

peerrs testing

Human Subjects Research - Health Sciences

< i you are encountering difficulties

certification. Once the test is passed, your Ey Page® in PEERRS will display the Hertified through® date.

o The test can be taken as many times as necessary.
+ Given answers to a partially completed test will be saved upon logout.

cither online or by reading a printout of the module (available from the module flonclusion€ page).

Welcome, Pietrek Glowacki.

PEERRS
The following is the certification test for the Human Subjects Research module - Health Sciences track. A score of 100% is required for
Passing the Certification Test does not exempt you from understanding and following ALL of the federal and University regulations and policies that apply
to human subjects research. If you pass the certification test without first viewing the module, you are strongly encouraged to further review the material,
Continue

UM Lessons uses both cookies and JavaScript

Plaase contact us i you are encountering dificultios

UM.Lessons - 2K/DR1D € 1
Note: UM, someti

7-2008, Reger

peerrs testing

Human Subjects Research - Health Sciences

Pictrek Glowacki (pietrekg@umich.edu):
January 23, 2006 - 11:00PM

You got 0.00 of 5 points, for a score of 0%. (You need to get 100% to pass.)

Passing scores will be automatically recorded in PEERRS and available from your "My Page". (You may need to reload/refresh My Page to see updated

certification information. )

Note: PEERRS certification in human subjects may take up to 48 hours to be posted in the eResearch system

OPTIONS:
Use the links below to:

« Review question answers and feedback by selecting a question title
» Retake the test, if you scored less than 100%, by selecting itart over@

« Return to My Page by selecting #xit test® to continue with another module or logout of PEERRS

Use the fallowing list to review your answers

Question
% Page 1 - Pl & 1RB
% Page 2 - Belmont Principles
% Page 3 - Informed Consent
¥ Page 4 - Special Topics
*® Page 5 - Which one of the following research proj...

Points

0.00/1
0.00/1
0.00/1
0.00/1
0.00/1

Welcome, Pietrek Glowacki.

<] - Index

previous

___ll |
-
—— — ———— = >
_ o _
_ |

Human Subjects Research - Health Sciences

The following s the certification test for the Human Subjects Research module - Health Sciences track. A score of 100%
s required for certification. Once the test is passed, your "My Page” in PEERRS will display the "certified through” date.

 The test can be taken as many times as necessan
© Given answers to a partially completed test will be saved upon logout.

Passing the Certification Test does not exempt you from understanding and following ALL of the federal and University
regulations and policies that apply to human subjects research. If you pass the certification test without first viewing the
module, you are strongly encouraged to further review the material, either online or by reading a printout of the module
(available from the module *Conclusion” page).

Welcome, Pietrek Glowacki

PEERRS

Continue

UM.Lessons uses both cockies and JavaScrpt
fact s I you ae encountering dfficulles

UM Lessons - 20DRI0
Note: U Lessor
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Navigating PEERRS Modules
Page Types
PEERRS modules use three basic page types:

1. Content: descriptive and instructional materials
2. Case Study: scenarios followed by questions and answers
3. Guiding Principles: list of important points at the end of a topic

Navigation
There are three main ways of navigating through PEERRS modules

Global: global navigation is available at the top of the window to provide access
to my page, glossary, fag, feedback, and logout. (view details)

Topic: left-hand navigation provides access to the first page of each topic. (EXIT
MODULE will returm you to my page.)

Page: previous and next buttons in the upper-right portion of the window as well
as atthe bottom of the page provide access to the previous and next pages.

Features
o (view details) links provide further explanation. Clicking the link will display a
small box that contains a close link.

o Glossary terms are key words styled in green. Place your mouse on the word to
display the definition

o The ELearn more box provides links to related materials. The links will open in a
separate browser window.

Browser Support
The recommended browsers for the PC and Mac platforms are listed below:
o For PC Users Interet Explorer 5.5 or higher, Netscape 6.0 or higher, Firefox 1.0 or

higher.
o For Macintosh Uters: Netscane 6.0 or hiaher. Safari 1.2 or hicher.

VERS o 5G A N
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Module Overview

Human-subjects research s allowed and encouraged because it benefts society. It
plays amajor role in advancing the health sciences, education, the social sciences,
business, law, engineering and from time to time the arts. Research involving living
individuals contributes to the development of everything fom new medicines and
surgical procedures to innovative education programs, social policies, laws, business
practices, technologies, and architecture.

The ethical principles quiding human subjects research are long-standing. Researchers

Navigating case studies

e

sity's Role =
ol oo confronted ethical challenges long before the implementation of federal regulation, but Hreanmoce
L) federal oversight represents notable milestones in our progress in protecting research Certfcation Testing

participants. The proper conduct of all human subjects research at the University is
guided by fundamental ethical principles, Universiy policy, and federal regulations

Special Situations
P subjects. It explains the underlying ethical principles and the manner in which human
subjects research i regulated. The module also describes the ofanyone

who engages in human subjects research. Principal Investigators bear primary
responsibility for proper treatment and safeguards of human subjects, but all members of
the research team are expected to conduct research in accordance with approved

protocols for protection of human subjects. Various insitutional assistin

protection of human subjects' rights is essentialto continued research involving human
subjects, by not only the Principal Investigator but by the research community as a
whole.

‘The module will help answer the following fundamental questions:

o Whatis human subjects research?
o Why is human subjects research regulated?

o Who protects human subjects?

o What ethical principles quide the protection of human subjects?
o How are these ethical principles embodied in regulations?

Note: The module includes several *case studies” used to ilustrate certain concepts and
does not necessarily define the full obligations of investigators in similar situations.

umma

Copyrign
The Rege
univers

Conclusion the research team are expected to conduct research in accordance with approved
PRINT MODULE

ExT Mobue protection of human subjects' rights is essentialto continued research involving human

glossary | faq | feedback | logout

Module Overview

Human-subjects research is allowed and encouraged because it benefis society. It
plays a major role in advancing the health sciences, education, the social sciences,
business, law, engineering and from time to time the arts. Research involving living
individuals contributes to the development of everything from new medicines and
surgical procedures to innovative education programs, social policies, laws, business
practices, technologies, and architecture.

The ethical principles guiding human subjects research are long-standing. Researchers §
confronted ethical challenges long before the implementation of federal regulation, but BBLoammore
federal oversight represents notable milestones in our progress in protecting research Certificaton Testing
participants. The proper conduct of all human subjects research at the University is

quided by fundamental ethical principles, University policy, and federal regulations.

subjects. It explains the underlying ethical principles and the manner in which human
subjects research is regulated. The module also describes the of anyone

who engages in human subjects research. Principal Investigators bear primary

Y responsibility for proper treaiment and safeguards of human subjects, but all members of P
protocols for protection of human subjects. Various institutional representatives assistin

assessing and assuring the adequacy and effectiveness of a project’s protocols. Proper  Geesions

subjects, by not only the Principal Investigator but by the research community as a
04
nsofthe
by The module will help answer the following fundamental questions:
© Whatis human subjects research?
© Whyis human subjects research regulated?
© Who protects human subjects?
o What ethical principles guide the protection of human subjects?
o How are these ethical principles embodied in regulations?

Note: The module includes several "case studies” used to illustrate certain concepts and
does not necessarily define the full obligations of investiqators in similar situations.

Overvi

Research

University

Navigating The following are the basic definitions of the terms "research® and *human subject" as

Regulation What is Research?

IV E R S [o) G A N
glossary | faq | feedback | logout eis

What is Human Subjects Research?

they are used in federal law and regulations, and UM policies. Pop-up windows offer
further detail or some of the terms within those definitions.

er's Role

IRB's Role Research means a systematic (view details) investigation, including (view details)

research development, testing and evaluation, designed to (view details) develop or
contribute to (view details) g iz details). B8 Leam more

Federal Role

Whatis a Human Subject?

CrR4810200)
The Federal government (view details) defines a "human subject’ as "a living
individual (view details) about whom an investigator conducting research (whether
professional or student) obtains: 1) data through intervention (view details) or
interaction (view details) with the individual, or 2) identifiable (view etails) private
information (view details)."

fesearch
NOTE: Under the Health Insurance and Portability and Accountability Act (HIPAA) RBE
privacy regulations privacy rights do not end with a person’s death. Health care Bt
providers, including UM hospitals and health centers, generally may not isclose
protected health information to researchers. Researchers may not use such information
without specific authorization from their patients or a waiver of authorization granted by
an IRB ora privacy board.

tchard (pof)

<orevious page nextpage>
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Why is Human Subjects Research Regulated?

We stand at a time of heightened public awareness of both the risks and benefits of the
research process and unprecedented activity in federal oversight of research invlving
human subjects. tis important o realize that where we are now has been shaped by our
past, both the successes and the failures. For many years, research involving human
subjects was not regulated, and many instances of inhumane treatment of human
[IECRXS I subjects occurred. Even after some regulations were introduced in the latter half of the
IRE's Role 20th century, there were still instances of unprincipled treatment of human subjects.
Universy’s Role Now, as research develops new means for addressing the challenges society faces, we
also must address the impacts of new techniques and technologies, such as gene

Fed e
therapy, artficial organs, cloning, and stem cell transplantation. Human subjects

Informed Consent

in the research community is essentialfor their cooperation. Potential and actual
violations of human subjects' ights may compromise fesearch for the entire research

assessing and assuring the adequacy and effectiveness of a project’s protocols. Proper  Goesions

The estatthe end of e module
covrs e essenal pncipes
atoulted nhe presented

This module provides an introduction to the proper conduct of research involving human ~ sieeFVITERRSEe

1o he testng page ifyou wish. You

100% o

become certfed in this module

Take the certfcation test

PEERRS Frequenty Asked

Cortiion Rule" Gefiniion of hurar)
biect forresearch purposes [45

HIPAA Inormation web site
Federal Privacy Requlations
NIH quidance on HIPAA and

ang Human Research

Asked

Centersfor Disease Contol
research is made possible only by the voluntary cooperation of individuals, and their trust  Tuskeoee Syonis Ste
Holocauston TralPES|

community. ‘American Societyfor
‘Anesiesioiogists Newslee,
The past shortcomings of human subjects research have in many instances appearedto ~ Seslenber 1933
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The estat the end o he module
covers th essential princples.
artulaed n e presenied

This module provides an introduction to the proper conductof research involving human e BEVATERERACE

o the testing page Ifyou wish. You
100%

0% o
become certfied in this module.

"tigger” regulation — such as the passage of the Drug Amendments of 1962 tothe Food,  yremperg:Doctors Tria
Drug and Cosmetic Actin response to the thalidomide tragedy. The chart below (based
in parton a similar figure in "Protecting Study Volunteers in Research”, C.M. Dunn & turemberg Cate

— GLL. Chadwick, Centerwatch 2002, pg. 27) lists a number of such riggers (in bold) and FDA Genterfor rug Evaluation ang
later developments in research ethics and regulation (in italics). Research timeline

EXT MobuLe
Timeline of Human Subjects Research Regulatiol

egents of e
rsiy of Michigan

1932 - The Syphilis Study Begins (view details

1930s-40s -The Nazi Experiments and Nuremberg Doctors Trial

1947 - Nuremberg Code (view details} A

19505 - Thalidomide Tragedy (view etails
1962 - Kefauver-Harris Amendments (view details
1963 - The Milgram Study (view details
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What are the Principles that emerge from this History?

Decaration of Helsinki

Belmont Report (ul tex)
(view details) CIOMS Guidelines (2002)

‘The National Research Act P..
)

Federal Code 45 CFR 46, Subpart

National Bioethics Advisory Council
NBAC]

Presidents Councll on Bioethics

Navigating ‘The protection of human subjects in the conduct of research i predicated on a number of THE
e ethical principles. These ethical principles have emerged over the pastfew decades and BELMONT
e now there is general agreement on their application. They provide the basis for the REPORT
2 formulation of and promulgation of federal regulations.
Asetof ethical principles derived from the 1979 Report of the National Commission for Hun S R
the Protection of Human Subjects of Biomedical and Behavioral Research (commonly

known as the “Belmont Report) has formed the basis for human subject protections. The
chart below highlights key elements of each Belmont principle.

Informed Consent —
2 Principle | Definition
Risks/Benefits

Priva Individuals should be treated as capable of

Belmont Report

Special Siualons decision-making. Therefore, individuals must give their voluntary
— Respectfor | (uncoerced) and informed consent before participating in research Nutembera Gose
Changes/adverse ¢

g persons | studies. Persons with diminished autonomy (often referred to as

vulnerable populations, described later in this module) are entitled to
additional protection.

Human subjects should not be exposed to unnecessary fisks.
Beneficence | Research should maximize possible benefits and minimize possible
harm.

The benefits and risks of research must be distributed fairy. This
Justice requires the fair and equitable selection of human subjects for
research.

Another widely known and oft-quoted set of ethical principles for research involving
human subjects in medical settings is the World Medical Association Declaration of
Helsinki. It contains thirty-two items, each providing guidance on the ethical conduct of
research, including:

“Itis the duty ofthe physician in medical research to protect the life, health, privacy, and
dignity of the human subject.”

IV E RS o G A N
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Who Protects Human Subjects?

glossary

Each Principal Investigator (P1) and all of the members of the research team have
primary responsibility or protecting and safeguarding the rights of human subjects
partcipating in their studies. In addition, several entities on campus, such as the IRBs,
DRDA, and OVPR, provide support and/or oversight. Then there are organizations
[CTECIGECVE beyond the University, such as the Office of Human Research Protections (OHRP) and

TCRLIIM he Food and Drug Administration (FDA), that have roles to play and responsibilities fo
fulfill

Notwithstanding allof these mechanisms for the protection of human subjects enrolled in
research, the bedrock ofintegrity is the investigator's commitmentto continually
demonstrate adherence to ethical principles. This is  situation where the institution
places the highest level of trust n the conduct of research by the principal investigator
and their research associates

The Pland the Research Team

Itis the Principal Investigator and the research team — faculy, professional staff, and
students involved in the research project —who have the greatest for
protecting the safety and welfare of the human subjects enrolled in the research. The PI
and research team are the ones with most direct contact with the subjects, and they are
the ones who have the greatestimpact on and investment i the success of the research,
which includes seeing that the project s conducted according to ethical standards.

02004 Itis the responsibiliy of the PI and research team to develop and implement research
SO studies that protect the rights of human subjects and to comply with all applicable:
Choa regulations and University policies.

The Pl and research team must protectthe enrolled human subjects and optimize the
success of their research — responsibilities that sometimes may appear to conflict and
must be carefully managed. Without the cooperation of human subjects, research would
ot be possible. Researchers who willully or neglectiully violate human subjects' rights
endanger future research not only for themselves but also for the broader research
community.

nextpage>
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The IRB's Role

glossary

The Institutional Review Board (IRB) is an administrative body established to protect the
rights and welfare of human subjects recruited to partcipate in research activities
conducted under the auspices of he institution with which itis affiated. The IRB is
comprised of individuals with at least five members of varying backgrounds, experience,
[CTCITLECTI o expertie.

Researcher's Role

Definiions

The IRB has the authority to approve, require modifications in, or disapprove any
research in its jurisdiction. Research that has been reviewed by an IRB may be subject
to review and disapproval by the insttution. However, per the formal agreement between
the University and the federal goverment, and university policy, the institution may not
approve research fithas been disapproved by the IRB.

The IRB shall include:

atleast one scientist

atleast one nonscientist

atleast one individual not affiated with the institution

additional members are required to approve research involving uniquely

vulnerable populations

o use of consultants to ensure appropriate review of research involving
vulnerable populations, or when it has inadequate expertse.

Jurisdiction

The UM IRBs have jurisdiction over all research involving human subjects. In its
agreement with the federal govemment, the University of Michigan has indicated that the
IRB shall review and approve all research involving human subjects.

The UM has eight Institutional Review Boards. The primary appointment of the Principal
Investigator (P!) usually determines, in general, which IRB reviews and, f approved,
monitors the research:

1. IRB-Health -P's from Social Work, Dentistry, Nursing, Public Health, Kinesiology
and some from Engineering and the Institute for Social Research usually apply
ere.

2. IRB-Med (curregllly four IRBs) - Pls from the Medical School or the UM Health

IVEERR. S | o G A N
glossary | faq | feedback | logout CHM S

UMAN SUBJECTS -
EALTH SCIENCES

Role of Schools, Colleges, Departments and the University

Navi While the primary responsibilty remains with the P1 and their research team, the schools,
colleges, and individual departments of the PI have some responsibility for following the
progress of all research involving human subjects and keeping records (at least as
indicated on the Proposal Approval Form) of human research conducted in their units.
LENETILECI This is most ofien done as part of normal research administration when department
[T  chairs and deansidirectors sign the Proposal Approval Form, which includes a

IRB's Role notification item to the units that human subjects research will be conducted as part of
Un the project.

Atthe University level, there are several entiies that provide additional support or
informed|Gonsent] oversight to assistin protecting human subjects involved in UM research.

The Offce of the Vice President for Research (OVPR) exercises oversight for UM
compliance with federal laws and regulations and any related University policies for
human research subjects' protection. The federal authorization for UM faculty, students,
and staffto conduct human research is provided by a ‘Federal-Wide Assurance” (FWA).
The University's signatory official is the Vice President for Research. OVPR is involved
in informal inquiries and formel investigations related to any concerns raised about
human subjects protections or possible regulatory violations that may occur in the
conduct of UM research. OVPR sponsors PEERRS, the Office of Research Compliance
Review, and other related activities.

The Health Sciences Institutional Review Board (IRB-Health) is the administrative body
established to protect the rights and welfare of human research subjects rectuited to
partcipate in research activites in the School of Public Health, Dentistry, Nursing, Social
Work, and other specifically identified units affliates with the central campus at the
UN-Ann Arbor.

UM faculty and staff comprise most of the membership of the IRBs, and each member
volunteers a significant amount of time each week to read and evaluate research
protocols and attend meetings to discuss and vote on applications.

The Division of Research Development and Administration (DRDA), which reports to
OVPR, monitors the NIH requirement that key personnel involved in human subjects
research have completed appropriate training. Certiication in a PEERRS Human
Subjects module meets the NIH requirement. DRDA also ensures that all proposals for

I7PER S | [} G A
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Human Sussecrs
“Heatmn Case Study

Scrences

Roles and

inan igati Device Study
Navigating

Dr. Williams, a professor at the university dental school, is conducting a

ELUL U B  study with a new dental filling material being developed by a
LEEIIILESY  pharmaceutical company. Since this s a large study conducted atone
LELECEEe]  institution, she has asked two other professors to work with her, as well
IRB's Role as two study coordinators. The sponsor holds an investigator meeting,

[ Universitys Role | hyl onlyDr. V\.Iil_liarrlxs apd one study coordinator are invileq Dr. WiIIi?ms

Ereerrea—  gives the and other study copies of

the protocol, but assumes the drug company will provide them with any

other pertinent information.

Federal Role
Informed Consent
Risks/Benefits
Privacy
RLERIE N Question 1 (of 3): Are her actions and assumptions appropriate?
E‘r'\::geslmvem (view answer) |

Summary

Conclusion —

Print MobuLe |
Exir MoouLe

IRE:Healtn

B oo moc.

<

Aoplying o the right IRE

Conflctof Infrest commitees

University o Wichigan IRBS (iurher
descriptions,inks 0 web sies and
contactinformation)

Logged-in as: Pietrek Glowacki
=

nex >}

Question 1 (of 3): Are her actions and assumptions approj
(view answer) |

No. As the principal invest i ]
all associates, colleagues and employees assisting in the conduct o the

abouttheir i
property. She may be able to amange for additional rining by
or,

itherself, |
butitis her responsibily.

L <ormvious ooe next auestion>

—— — — I

Question 2 (of 3): This is the first long-term study with this filling
materia, 9

he h

i ponse i i affected

tooth. There is nothing said about inflammation in the protocol or in the

Investigator Brochure.
What must Dr. Williams do? (view answer)

_ — —] —_— —

— — e—) e— —

or. pany

company is then required to report this to the FDA),preferably by a phone

call o the company medical monitor. She must also notiy the IRB. |
i the

D.
study ofthe possibily ofinfammation.

<orevious question next aestion >

;_____a

r — — — —

_ __I___J

I ‘The IRB should review this information and determine ifthe consent for the |

y
subjects. The IRB is responsible for ensuring thatinformation given to
bjects

g QL 3
of whichis a full disciosure of the risks that may occur during the ral. The
IRB

b the ,andto
report o the Office of the Vice President for Research (OVPR)ifit
roblem
involving risks to subjects of others. OVPR would, in tum, report this
information to federal authorities as required. The phammaceutical company.

.
amendment, Dr. Williams must promptly submit it for IRB review and may not
implement fhe amendment unti approva s received
IER S |
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Human Sussecrs - . o . e
HeaLTH Scrences QGundmg Principles: Who Protects Human Subjects?
Navigating Summary of Roles and Responsibilities Pl
Overview >
Definkions Principal Investigator (PI) IRB
Regulation History o Develop a scientifically sound human subjects protocol that will protect human
Ressarcher's Role subjects' rights and welfare in the context of the research project.
IRB's Role o Apply for and receive approval from the appropriate IRB and other institutional
University's Role entities, as necessary, before beginning any research.
Federal Role o Ensure that all associates, colleagues and employees assisting in the conduct University
iomed Conesnt of the study are trained appropriately and informed about their obligations. y
o Ensure that the requirements for securing informed consent are in accordance
Risks/Benefits with the IRB review and approval
o Personally conduct or supervise the investigation in accordance with the
approved protocol exactly as described to and approved by the IRB.
o Inform study subjects about the study drugs or other investigational materials
being used in the research. EH Leammore...
o Ensure that each enrolled subject fully understands the information that has
Conto boen prosered o
o Maintain a respectiul and open relationship with subjects about the research e el oo}
and any concems they may have,
o Submitany protocol changes to the IRB for review and approval before Sultnge formonsonco cliied
them. Report adh that ocourin the course of the 12l
investigation appropriately. Sponsor and Investigator
i o Maintain complete and accurate records and make those records available for  responsibiites in drug triss
University of Michigan inspection, as appropriate. (21 CFR 312)
" N Sponsor and Investigator
Sponsor- (IND or IDE holder, ponsor) responsiiies in device tials
1
WIERR. S G A N
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Huwan Sussecrs - i inciples:
MR B Applying the Principles: Informed Consent
Navigating One of he applications of the Belmont principle of autonomy and respect for
= persons plays an especially important role in the protection of human subjects,
namely "informed consent.” (Note: in some instances, federal regulations may
permit the IRB to grant a waiver for some or allrequired elements of consent, or for
the need for signed documentation of consent,) Potential participants in research
must be provided with complete information about what the study entails, including
risks and benefits and the voluntary nature of participation; they must understand
(TIP3 s information; and they must be free to decide whether or not to voluntarily
Eodaral i participate. Obtaining the permission of an individual to participate in research is a HLsammore..
by caretly appiied process and ot simply the securing of consent ofomed Consent chocklst
Research participants generally should: HIPAA Information web site
Privacy
Special Stuatons o Be told the study involves research
Changealidraee o Betold the purposes of the research.
o Be told they can voluntariy partcipate in the research study, can decline to
participate, and can withdraw at any time for any reason after the study has
started without penalty.
o Be told aboutall the risks, side effects or discomforts that might be reasonably
P Moo expected.
o Be told of any benefits to themselves and others that can be reasonably
Exir Mooue expected.
. o Be told the study's duration, what would happen in the study and whether any
Copyright © 2004 procedures, drugs or devices wil be used that are different from those that are
ooy o erigen used as standard medical treatment,
gar o Be allowed to ask any questions about the study before giving consent and at
any time during the course of the study.
 Ro allnwed amnla fime. witht nrassiire tn deride whethar in ~ansent ar nat
IVIER S |
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Human Sussects - Case Study S
HeaLrn Scrences
Navigating Informed Consent
Overview
Definitions Dr. Pazzari, a junior colleague in the depariment of health economics, is doing a — — — — —
Regulation study about Medicare utiization and costs. She has identified a sample of elderly
[Tt Y oM adults and plans to mail them a survey questionnaire. She has asked you to review No Firs, recorting
\RB's Role her consent protocol for the survey. social Tdentlyi
RELULVLLC B 1 pazzari's protocol calls for mailing a letier explaining the study along with the jand Dr. Pazzad foobain,
Federal Role questionnaire. The letter lists a toll-free telephone number she has set up for the [ond Clted Inomed nonsent e is heeded. o
[IEACIOYC0 M subject to callfor further information about the study or for answers to any questions
Risks/Benefits the subject might have. The questionnaire begins with a statement that says: Futhemore, is
Privacy participation in the study is voluntary, any question can be skipped i so desired. Oyt
CSPITTrTg ndividual subjects will not e identfied in any reports from the study, and records or.
e will be kept confidential. The questionnaire ends with a question that asks for the y
Ev::ge Sl  subject's social security number, stating that this information is being requested to
P stz

Summary
Conclusion

Print Mooue
Exir Moou.e:

Universiy of Mic

my page | gl

enable the research team to access the subject’s Medicare records for research
purposes. A line below this last question designates the space to fll in social

Question 1 (of 1): Dr. Pazzari asks you if these parts of her protocol are adequat

Are they? (view answer

— — — — — —

higan
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Logged-in as: Pietrek
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[Hwsivesiill Applying the Principles: Assessment of Risks and

HeaLTh Serence:
Navigating
Overview
Definitions

Regulation History amethod for determining whether the risks are minimized and justified. For potential

Informed Consent
Risks/Benefits

Privacy
‘Specal Situations

sl Benefits

Al parties in human subjects research make an assessment ofrisks and benefis, in
accordance with the Belmont principles. For the Principal Investigator, itis a means
of determining the proper protocol for protection of human subjects. For the IRE, itis

study subjects, this assessment will assist in their determination of whether or not to
participate in the research. The most ikely harms to research subjects are usually
physical or psychological, such as injury or pain

Risks and benefits of research may affect individual subjects, their families, or
groups of society atlarge. Itis required that the IRB will determine that the benefit to
the subjects and/or to society as a whole will outweigh the risks before it wil provide
its approval.

Asystematic, non-arbirary analysis of risks and benefits must be made. This means
thatthere must be an assessment of all aspects of the research, as well as a
systematic consideration of alternatives. There should be a determination of the
validity of the presuppositions of the research, followed by an assessment of the
probability and magnitude of the risks. The IRB must determine that the risks are
reasonable in relation o the benefts that may accrue from the research before its
approval.

There are other considerations that should be assessed when determining risk and
benefit. (view details)

University of Michigan

< previous page

next page >
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Navigating
Overvie

‘Special Stuations

Changes/Adverse
Events

‘Summary
Concusion
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Applying the Principles: Privacy and Confidentiality

Ethical conduct of research requires protecting the privacy of the individual and the
maintenance of confidentiality.

Individuals can be sensitive about sharing aspects of theirlives. Disclosure of 2
sensitve types of information about an individual can threaten that individual’s

standing in the community o place themselves at risk of egal or economic

penalties. Subjects’ concems about privacy or confidentiality can lead them to

deciine paricipation in the study, to compromise the information they provide and

ultimately threaten the research capabilies of the greater research community. For  ElLeammore...
all of these reasons, the IRB must carefully review all aspecis of a study to assure et "
that the privacy and confidentiality of the subjects is maintained throughout the Bedersl Privacy Regulaliors.
research process. The IRB may ask for protocol changes or disallow research when Cerficae of Confdentiaity
there are concems about privacy or confidentialty.

HIPAA Information web site

Each research project needs to develop and enforce a mechanism for safequarding
the privacy and ofis subjects. The mech lies to all
members of the research teamstaff (students, clericals, administrators, assistants,
visiting scholars, P1 - whether inside or outside the University). The mechanism
should, at a minimum, assure that mermbers of the research teamistaft

> DONOT reveal the narme, address, telephone number, or other identifying
information of any research subject (or family member, employer, or other
person connected o a subject or otherinformant) o any person other than a
member of the research team/staff directly connected to the study in which the
subject s participating and authorized offcials involved in oversight

> DO NOT reveal the contents and substance of the information gathered in the
study regarding any identifiable subject (or family mernber, employer, or other
nerenn pnnartar in a sihiact o nthar informant) in any narsnn nfher than a

my page | glossary | faq | feedback | logout
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Navigating
Overview

Spedial Sitiatons

Changes/Adverss E\

TCase study

Responsibilities for Protecting Confidentiality |

Dr. Williams, a professor in the environmental health sciences department, is

doing a study about occupational concems among paper mill workers. She has a

grant that funds three of the department's graduate students as field agents in
‘small towns in the Appalachia. Her informed consent protocol, approved by the |

IRB, calls for the following: when talking with a mill worker, the student is to

identify himiherself as a student at the University of Michigan engaged in a

research project, explain broadly what the study is about, stat

that the worker |
vens|

‘can choose not to answer any question f so desired, and that the information

given will be held i strict confidence with no individual identifiers disclosed in

any reports from the research. Dr. Williams explained this protocol to the students

before they went out into the field. |
| The student field agent in Deer Ridge talks with Sam, a worker in the local paper

mill, and finds he has a hard time getting Sam to talk about occupational

concems, but Sam eventually does. The student then wants to know the |
| perspective of Joe, Sam's foreman at the paper mill. He decides the chances of

Joe talking to him about occupational health issues will be higher if he first tells.

— — — — — —
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Applying the Principles: Special Situations
Vulnerable Subjects

‘Sometimes special, vinerable populations are studied specifically, or may be approved for enrollment
in fesearch projects. I the regulations, vulnerable subjects include:

o Fetuses, Pregnant women, and human in vitro fertiization (45 CFR 46 Subpart 8)
o Prisoners (46 CFR 45 Subpart C)
o Chilren (46 CFR 45 Subpart D)

Other potentially vulnerable populations as implied by the Common Rule include, but are not
necessarly limited to:

B Lourn e

© mentall impaired individuals
o physically impaired individuals

 economically or educationally disadvantaged individuals, and
o those vulnerable because they are institutionalized.

Balont Report
Fodoralrogulations on vulnerablo
subjects:

Eetuses, Progrant women, ang

Many of these subjects cannot give informed consent because of limited autonomy (e.g., chidren, iman viro orizaton (1BCFR 46
oar 5]

mentall ll persons, or prisoners). Also included may be those subjects who may be unduy influenced  Sub
1o paricipate, such as students, subordinates and patients. If any of these categories of people are e
going to be ncluded i the research, gator and the IRB need to or ot

there are sufficient safeguards to protect them from coercion or undu influence and to assure that Chition (46 CFR 46 Subgart D
they have had the opportunity to consider and give consent to paticipation o the extent hat they are

able

Both the Belmont Report and various federal regulations address vuinerable subjects. Anyone involved
in research with vulnerable subjects should become familiar with this infomation. Contact the IRB for

<orevios page nextpoge >
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Case Study

Informed Consent

A colleague from the Center for Ergonomics, Professor Jones, hes asked you to assist with
recruitment of subjects in a study of musculoskeletal disorders among student-athetes. The potential
subjects are all students at your university. The athletic director and several coaches have endorsed
the study, and approved access to the student-athetes. You have examined professor Jones'
consent for, which appeared to be complete and reacabl.

Professor Jones assembled hs st group of potental subjects in an athetic department meeting
foom and distributed two copies of the consent for to each studert. He then read the form out loud
while the students read along silently. Finaly, he asked each of those who were interested in
participating to sign and date the for at the bottom and pass one copy in to him and to keep the
other copy for their ecords. Those not wishing to partcipate were asked to tum in both copies of the
form, thanked for their time, and allowed to leave.

Ilumﬁnn 1(of 1): While t up was signing and dating their forms, Dr. Jones asks

remaining gr
ou f he forgot anything. Did he?(view answer)

(_

- - - — =/

| Question 1 (of 1): Is this process of recrultment appropriate?(view answer)

| ‘more accepiable and likely to be approved by the IRB.

Beckerifhey
desired to paricpate n he study.

| informatonaleter about the stdy o students that they ad tealed for a UTI.

e Pr—— o pae>

about wht the student has told him.

Wiliams'

ithhis ths happened, Or. Wiliams says

the Chalrto respond to this |

Question 1 (of2): Are her actions and assumptions appropriat7/view answer)

D

Question 2 (of2): What should Dr. Willams do7/view answer) |
she

student, Or. Wi

specific guidance. (—

T ————

Question 1 (of 1): While the remaining group was signing and dating their forms, Dr. Jones asks
you if he forgot anything. Did he?(view answer)

parents or guardians must be developed. (I fact, the IRS would not have given Professor Becker
approvalto have a meeting with subjects without such procedures.) Second, the informed consent
process must include an opportunity for potential subjects to ask questions, time in which to consider
their perticipation o to discuss it with family members or others. Also, potentil participants should have
the opportunity to have their decision to partcipate remin private and ot known to fellow student-
athletes, 50 a large mesting where fors are signed in view of others is not appropriae.

Yes! First, some ofthe athletes may be minors, so a mechanism for also obaining consent from their |

nextoage |
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Applying the Principles: Protocol Changes and Adverse Events
Reporting

‘The following are two situations in which information needs to be conveyed to the IR in a timely
manmer:

1. Investigators must request and receive the permission of the IRB to make changes, including
minor changes, to protocols before changes can be implemented. Changes can and should be
made immediatel if that is necessary to “eiminate apparent immediate hazards" o the
partcipants, with prompt reportng to the IRBs.

If a protocl is amended during a study, it may also be necessary to amend the informed
consent document. Subjects remairing n the study may be requited to grant new consent
consistent ith the amendment, or n addendum to the consent that contains the new
information or changes. Al subjects enrolled afer the amended consent is in effect must grant
consent consistent ith the amended protocol,

2. Adverse events must be reported to the IRB in a timely manner. Examples of adverse events
include, intestinal leecing associated with aspirin therapy; or psychologicel distress from
having to answer questions about unpleasant memories. A summary of adverse event
occurrences wil be required at the time of renewl, but ndividual occurences must be reported
tothe IRB according to published IR guidelines

In order to comply with the reguiations, fesearchers must be aware of the regulatory defintions related
to adverse everts.

o Adverse Event (view details

m
R o Serious Adverse Event (view details)

o Relatedness (view details
o Expected/unexpected (view details)

my page |_glos:
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Module Summary

about whom an investigator conducting research obiains: 1) data through intervention
th the individual, i

o testing
develop or Knowledge.
the basis for human subject protectons. These principles are:
pect for
process, a privacy and confidentiaiy,
o Benefi competent

investigators, and a favorable benefifisk ratio.

] astudy, to

use of appropriae inclusion and excusion citeria n the protocol, and a air

system of recritment

© The Principal Investigator and his or he research team have the ultimate responsibiiy
protecting

B p the subjects are
the Instituional Review Boards (RBs), the University, the Food and Drug
Administration (FDA) and the Offce of Human Research Protections (OHRP)

B Instituional 1

of human No research

subjects.
about

Potential p
what

decide whether of notto volunteer.
o 1

undue influence
o Adverse events and deviations in the study from the IRB-approved plan during huran
subjects research mustbe reported approprately.
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Hunaw Suassers -

o, S Conclusion
Navigaing This s the end of the Human Subjects - Health Sciences Module. Select an option
below to continue: | Wi
Take the cerfication est - ~
-

Note: PEERRS certifcation in human subjects may take up to 48 hours to be posted n the eResearch

Retum to the certication test

Checklprint certiication

Review this module again ammoe.

Privacy At vorsin o tho mode s
Spedial Sitiatons Select another module avalabe.
ChangesiAdverse Events| Acompled st of e module Lear
TS Exit the program Mors inks i avaiabe.
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